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'*u' RESEARCH PATIENT CARE COSTS 

SUPPORTED BY 

N I H  SPONSORED AGREEMENTS 

A. 

B. 

C. 

*rJ 

D. 

Purpose This  i s suance  provides  gu ide l ines  i n  t h e  management of 
sponsored agreements,  t h a t  provide funds f o r  t h e  suppor t  of research  
p a t i e n t  care a c t i v i t i e s .  I n  se rv ing  as t h e  N I H  implementation of 
t h e  PHS Grants Adminis t ra t ion Manual Chapter 6-50 ,  Research P a t i e n t  
Care Cos ts ,  t h i s  i s suance  a l s o  provides  supplemental  gu ide l ines  f o r  
NIH-supported g r a n t s  and awards and e s t a b l i s h e s  t h e  requirement f o r  
compliance wi th  45 CFR P a r t  7 4 ,  Appendix E ,  Cost P r i n c i p l e s  f o r  
Hosp i t a l s ,  f o r  NIH-supported con t r ac t s .  To u t i l i z e  t h i s  i s suance  
e f f e c t i v e l y ,  i t  should be used i n  conjunct ion wi th  t h e  two documents 
c i t e d  above s i n c e  p e r t i n e n t  p a r t s  of t hese  documents are n o t  
repeated he re in .  

A p p l i c a b i l i t y  This  i s suance  i s  a p p l i c a b l e  t o  a l l  NIH-sponsored 
agreements t h a t  provide funds f o r  reimbursement of  r e sea rch  p a t i e n t  
care c o s t s .  

References 

1. 	 Grants  Adminis t ra t ion Manual Chapter PHS: 6-50 ,  Research P a t i e n t  
Care Costs  

2.  	 Grants Adminis t ra t ion Manual Chapter PHS: 1-510,  P r i o r  Approval 
of Use of Grant Funds Inc luding  Rebudgeting 

3. A Guide f o r  Hosp i t a l s ,  DHEW, OASC-3, Revised J u l y  1974 

4 .  	 T i t l e  1 8  (Medicare Program), S o c i a l  Secur i ty  A c t ,  P r i n c i p l e s  of 
Reimbursement f o r  Provider  Costs  

5 .  T i t l e  4 5 ,  CFR P a r t  7 4 ,  DHEW - Adminis t ra t ion of Grants  

D e f i n i t i o n s  

1. 	 Sponsored Agreement - f o r  purposes of t h i s  i s suance ,  means any 
g r a n t ,  c o n t r a c t ,  o r  o t h e r  agreement between t h e  N I H  and a 
g r a n t e e l c o n t r a c t o r  i n s t i t u t i o n .  

2.  	 Research P a t i e n t  Care Costs  - t h e  c o s t s  of r o u t i n e  and a n c i l l a r y  
s e r v i c e s  provided by h o s p i t a l s  t o  p a t i e n t s  p a r t i c i p a t i n g  i n  
research  programs. The c o s t s  of t h e s e  services a r e  normally 
ass igned  t o  i n d i v i d u a l  research  p r o j e c t s  through t h e  development 
and a p p l i c a t i o n  of research  p a t i e n t  care rates o r  amounts 
( h e r e a f t e r  c o l l e c t i v e l y  r e f e r r e d  t o  as " ra t e s " ) .  



Page Two 

NOTE: Research p a t i e n t  ca re  c o s t s  do not  i nc lude  t h e  o therwise  
al lowable i t e m s  of personal  expense reimbursement such a s  p a t i e n t  
t r a v e l  o r  subs i s t ence ,  consu l t ing  phys ic ian  f e e s ,  o r  any o t h e r  
d i r e c t  payments r e l a t e d  t o  a l l  c l a s s e s  of p a t i e n t s ,  i nc lud ing  
i n p a t i e n t s ,  o u t p a t i e n t s ,  s u b j e c t s ,  vo lun tee r s  and donors. 

3 .  	 Hosp i t a l  - For purposes of t h i s  i s suance  the  term "hosp i t a l " ,  
as r e f e r r e d  t o  i n  t h e  Grants Adminis t ra t ion Manual Chapter 
PHS: 6-50, w i l l  a l s o  cover a l l  types of medical ,  p s y c h i a t r i c ,  
and d e n t a l  f a c i l i t i e s  such as c l i n i c s ,  i n f i r m a r i e s ,  s a n a t o r i a ,  e t c .  

4 .  	 Research P a t i e n t s  - i n p a t i e n t s  and o u t p a t i e n t s  admit ted t o  a 
h o s p i t a l  p r imar i ly  t o  p a r t i c i p a t e  i n  a r e sea rch  p ro toco l .  

5. 	 ResearchIService P a t i e n t s  - I n p a t i e n t s  o r  o u t p a t i e n t s  admit ted 
p r imar i ly  f o r  t h e  purposes of diagnoses o r  t rea tment  according t o  
e s t a b l i s h e d  regimens, and who are a l s o  p a r t i c i p a t i n g  i n  a research  
p ro toco l  t h a t  may o r  may no t  be r e l a t e d  t o  t h e i r  condi t ion .  

6. 	 Routine Serv ices  - The r egu la r  room, d i e t a r y  and nu r s ing  s e r v i c e s ,  
minor medical and s u r g i c a l  s u p p l i e s ,  and t h e  use  of equipment 
and f a c i l i t i e s  f o r  which a s e p a r a t e  charge is  n o t  customari ly  made. 

7. 	 Anci l l a ry  Serv ices  - those  s p e c i a l  s e r v i c e s  f o r  which charges are 
customari ly  made i n  a d d i t i o n  t o  r o u t i n e  services, e.g. ,  X-ray, 
ope ra t ing  room, l abora to ry ,  pharmacy, blood bank, pathology. 

8. 	 Outpat ien t  Serv ices  - s e r v i c e s  rendered t o  s u b j e c t s  who are 
n o t  h o s p i t a l i z e d .  

9 .  	 Usual P a t i e n t  Care - items and s e r v i c e s  ( r o u t i n e  and a n c i l l a r y )  
o r d i n a r i l y  fu rn i shed  i n  t h e  t reatment  of p a t i e n t s  by providers  of 
p a t i e n t  care under t h e  supe rv i s ion  of t h e  phys ic ian  o r  o t h e r  
r e spons ib l e  p ro fes s iona l .  Such i t e m s  o r  s e r v i c e s  may b e  
d i agnos t i c ,  t he rapeu t i c ,  r e h a b i l i t a t i v e ,  medical ,  p s y c h i a t r i c  o r  
any o t h e r  r e l a t e d  p r o f e s s i o n a l  h e a l t h  s e r v i c e s .  These expenses 
are f o r  t h e  ca re  t h a t  would have been incu r red  even i f  t h e  
research  s tudy  d i d  not  exis t .  The p a t i e n t  and/or  t h e  t h i r d  
p a r t y  insurance  w i l l  u sua l ly  provide f o r  reimbursement of charges  
f o r  "usua l  p a t i e n t  care'' as opposed t o  nonreimbursement for 
those  charges  generated s o l e l y  because of p a r t i c i p a t i o n  i n  a 
r e sea rch  p ro toco l .  

10.  	 Discrete Centers  - a group of beds t h a t  have been s e t  a s i d e  f o r  
occupancy by r e sea rch  p a t i e n t s  and are phys ica l ly  sepa ra t ed  from 
o t h e r  h o s p i t a l  beds i n  an environment t h a t  normally permi ts  an 
a s c e r t a i n a b l e  a l l o c a t i o n  of c o s t s  a s s o c i a t e d  with' t h e  space  they 
occupy and the  s e r v i c e  needs they generate .  
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11. 	 S c a t t e r  Beds - These beds are no t  p h y s i c a l l y  s e p a r a t e  from 
nonresearch beds. S c a t t e r  beds a r e  geograph ica l ly  d i spe r sed  
among a l l  t h e  beds a v a i l a b l e  f o r  use i n  t h e  h o s p i t a l  and are no t  
u s u a l l y  d i s t i n g u i s h a b l e  i n  terms of s e r v i c e s  o r  c o s t s  from o t h e r  
gene ra l  s e r v i c e  beds w i t h i n  the  h o s p i t a l .  

12 .  	 Cost Finding Process  - t h e  technique of appor t ion ing  o r  
a l l o c a t i n g- t h e  c o s t s  of t h e  nonrevenue producing c o s t  
c e n t e r s  t o  each o t h e r  and t o  t h e  revenue producing c e n t e r s  
on t h e  b a s i s  of t h e  s t a t i s t i c a l  d a t a  t h a t  measure t h e  
amount of s e r v i c e  rendered by each c e n t e r  t o  o t h e r  c e n t e r s .  

E. 	 Pol i cy  The N I H  provides  funds f o r  t h e  c o s t  of r e sea rch  p a t i e n t  
care through i t s  v a r i o u s  sponsored agreements. Research p a t i e n t s  
may r ece ive  r o u t i n e  s e r v i c e s  i n  d i s c r e t e  centers o r  scat ter  bed 
environments. Such p a t i e n t s  may a l s o  r e c e i v e  v a r i o u s  a n c i l l a r y  
s e r v i c e s  e i t h e r  as i n p a t i e n t s  o r  o u t p a t i e n t s .  With c e r t a i n  s p e c i f i c  
except ions,  as i d e n t i f i e d  i n  Sec t ion  I of t h i s  i s s u a n c e ,  p a t i e n t  
care c o s t s  whether expressed as a rate o r  amount are s u b j e c t  t o  
n e g o t i a t i o n  by a u t h o r i z e d  s t a f f  of t h e  Div i s ions  of Cost A l loca t ion  
i n  t h e  t e n  Department of Heal th ,  Education, and Welfare Regional 
Admin i s t r a t ive  Support Centers .  

F. Implementing I n s t r u c t i o n s  

1. 	 Al lowab i l i t y  of Research P a t i e n t  Care Costs  Under Sponsored 
Agreements The determining f a c t o r s  f o r  a l lowing  r e sea rch  
p a t i e n t  care c o s t s  as charges t o  sponsored agreements depend 
on t h e  p a t i e n t  and t h e  type of s e r v i c e s  received.  I f  t h e  
p a t i e n t  is r e c e i v i n g  service o r  c a r e  t h a t  does n o t  d i f f e r  
from t h a t  u s u a l l y  provided no r  r e s u l t s  i n  expenses g r e a t e r  
t han  those which would have been i n c u r r e d  i f  t h e  s tudy had 
n o t  e x i s t e d ,  then t h e  p a t i e n t  is  considered t o  be h o s p i t a l i z e d  
f o r  u sua l  c a r e  purposes and t h e  sponsored agreement w i l l =  
support  t h e  c o s t s .  When t h e  r e sea rch  extends t h e  p e r i o d  of 
h o s p i t a l i z a t i o n  beyond t h a t  o r d i n a r i l y  r equ i r ed  for usua l  
care, o r  imposes procedures ,  tests o r  services beyond usual  
care, whether i n  an i n p a t i e n t  o r  o u t p a t i e n t  s e t t i n g ,  t h e  
sponsored agreement may pay t h e  a d d i t i o n a l  c o s t s .  The g ran tee  o r  
c o n t r a c t o r  must decide whether,  i n  f a c t ,  t h e  h o s p i t a l i z a t i o n  
pe r iod ,  t h e  tests, o r  t h e  s e r v i c e s  have been extended beyond 
o r  added t o  what would o r d i n a r i l y  have been expected,  and t o  
what e x t e n t .  

P a t i e n t  care c o s t s  f o r  i n d i v i d u a l s  who are r e c e i v i n g , a c c e p t e d  
t reatment  according t o  s t anda rd  regimens would n o t  o r - d i n a r i l y  
b e  t h e  r e s p o n s i b i l i t y  of t h e  sponsored agreement. S i m i l a r l y ,  
i n  c e r t a i n  kinds of c l i n i c a l  t r ia ls  where accepted t r ea tmen t s  
are compared a g a i n s t  new t h e r a p i e s ,  r e s e a r c h  p a t i e n t  care 
c o s t s  gene ra l ly  may be charged t o  a sponsored agreement only 
i n s o f a r  as they are measurements o r  s e r v i c e s  above and beyond 
those  which c o n s t i t u t e  u sua l  p a t i e n t  care and are s p e c i f i e d  
by t h e  s tudy  p ro toco l .  
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2.  	 Exceptions N I H  funds may pay a l l  c o s t s  (whether u sua l  care 
c o s t s  o r  r e sea rch  c a r e  c o s t s )  f o r  t he  e n t i r e  per iod of 
h o s p i t a l i z a t i o n  o r  r e sea rch  tests o r  services f o r  p a t i e n t s  who 
would n o t  have been h o s p i t a l i z e d  o r  received such tests o r  
services except f o r  t h e i r  p a r t i c i p a t i o n  i n  t h e  r e sea rch  s tudy.  

These p a t i e n t s  may inc lude :  

a. 	 Persons t o  whom no h e a l t h  advantages may be expected t o  
acc rue  as a r e s u l t  of t h e  h o s p i t a l i z a t i o n .  Examples would 
be: normal c o n t r o l s  f o r  metabol ic  o r  o t h e r  s t u d i e s ;  
persons wi th  g e n e t i c  o r  c e r t a i n  abnorma l i t i e s  of i n t e r e s t  
t o  t h e  i n v e s t i g a t o r ;  s i c k  persons brought t o  t h e  h o s p i t a l  
s o l e l y  f o r  s t u d i e s  when they o the rwise  would n o t  r e q u i r e  
h o s p i t a l i z a t i o n .  

b. 	 S i c k  persons of r e sea rch  importance t o  t h e  i n v e s t i g a t o r  
b u t  w i thou t  funds of t h e i r  own o r  wi thou t  funds a v a i l a b l e  
t o  them through a r e spons ib l e  t h i r d  p a r t y  t o  pay 
h o s p i t a l i z a t i o n  expenses a t  t h e  h o s p i t a l  where t h e  
i n v e s t i g a t o r  is  conducting t h e  s t u d i e s .  This  i n c l u d e s  
p a t i e n t s  f o r  whom some t h i r d  p a r t y  payer ,  such as c i t y ,  
county,  o r  s ta te  government might pay h o s p i t a l i z a t i o n  
expenses i n  some o t h e r  h o s p i t a l  bu t  has  no r e s p o n s i b i l i t y  
t o  pay i n  t h e  h o s p i t a l  i n  which t h e  approved c l i n i c a l  
r e s e a r c h  i s  being conducted. 

c. 	 Sick  persons w i t h  l i m i t e d  pe r sona l  funds o r  h e a l t h  insurance 
b u t  who are n o t  w i l l i n g  t o  spend t h e i r  own money o r  u s e  
t h e i r  h o s p i t a l  p l a n  coverage a t  t h a t  p a r t i c u l a r  t i m e .  
(Fear  o r  more u rgen t  need i n  t h e  f u t u r e  f o r  both pe r sona l  
funds and h e a l t h  in su rance  might b e  one reason f o r  t h e  
p a t i e n t ' s  r e l u c t a n c e  t o  p a r t i c i p a t e  i n  t h e  s tudy . )  The 
i n v e s t i g a t o r  has  a s p e c i a l  r e s p o n s i b i l i t y  i n  making t h e  
d e c i s i o n  t o  i n c l u d e  p a t i e n t s  i n  t h i s  t h i r d  group wi th  
f u l l  charges  t o  t h e  sponsored agreement. O r d i n a r i l y  , 
by g u i d e l i n e s  l a i d  down i n  t h i s  document t h e  p a t i e n t  o r  
t h i r d  p a r t y  would be expected t o  pay u s u a l  c a r e  p o r t i o n s  
of t h e  h o s p i t a l i z a t i o n .  However, as a n  except ion t o  t h e  
gene ra l  r u l e ,  t h e  i n v e s t i g a t o r  may dec ide  t o  pay t h e  
t o t a l  expenses f o r  h o s p i t a l i z a t i o n ,  r e s e a r c h  services, 
o r  tests from the  sponsored agreement i f  t h i s  i s  r equ i r ed  
t o  secu re  t imely cooperat ion of  a v a l u a b l e  s tudy p a t i e n t  
no t  otherwise a v a i l a b l e .  

3 .  	 Methods of Computing Research P a t i e n t  Care Costs  Chargeable 
t o  Sponsored Avreements Reimbursement of r e s e a r c h  p a t i e n t  care 
c o s t s  i ncu r red  under N I H  sponsored agreements w i l l  be  computed 
us ing  r e sea rch  p a t i e n t  care '  rates e s t a b l i s h e d  by HEW. Such rates 
rates must be shown i n  a l l  r eques t s  and/or  claims f o r  t h e  
reimbursement bf  r e sea rch  p a t i e n t  care c o s t s .  

-,. ' 
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When p r o v i s i o n a l  rates are used as a b a s i s  f o r  t h e  award and 
payment of r e sea rch  p a t i e n t  care c o s t s ,  t h e  amount awarded 
s h a l l  c o n s t i t u t e  t h e  maximum amount which t h e  N I H  awarding 
component is o b l i g a t e d  t o  reimburse a h o s p i t a l  f o r  r e sea rch  
p a t i e n t  care c o s t s  under t h e  sponsored agreement. 45 CFR 
P a r t  74, Appendix E states t h a t  c o s t s  r e l a t e d  t o  t h e  t reatment  
of r e sea rch  p a t i e n t s  'I... whether expressed as a rate o r  
amount, s h a l l  be computed i n  a manner c o n s i s t e n t  w i th  t h e  
procedures used t o  determine reimbursable c o s t s  under P u b l i c  
Law 89-97 (Medicare Program) set f o r t h  i n  t h e  P r i n c i p l e s  of 
Reimbursement f o r  P rov ide r  Cost (under T i t l e  XVIII of t h e  
S o c i a l  S e c u r i t y  A c t )  publ ished by t h e  S o c i a l  S e c u r i t y  
Adminis t ra t ion (SSA) of t h e  Department of Hea l th ,  Education, 
and Welfare .I1 

The p o l i c y  f u r t h e r  provides  t h a t  s e p a r a t e  c o s t  c e n t e r s  must 
b e  e s t a b l i s h e d  f o r  each d i s c r e t e  bed u n i t  f o r  purposes of 
a l l o c a t i n g  o r  d i s t r i b u t i n g  al lowable r o u t i n e  c o s t s  t o  t h e  
d i s c r e t e  u n i t .  The a l l o c a t i o n  o r  d i s t r i b u t i o n  of a l lowable 
r o u t i n e  c o s t s  should b e  made du r ing  t h e  normal " s t ep  down" 
of c o s t s  f o r  Medicare purposes. Routine c o s t s  are funded 
by t h i s  d i s c r e t e  method or  by a scat ter  bed method. Discrete 
bed reimbursement f o r  r o u t i n e  care is based on a t o t a l  d o l l a r  
amount method. S c a t t e r  bed reimbursement is  based on an  
average h o s p i t a l  p e r  diem rate.  A l l  a l l owab le  c o s t s  f o r  
Medicare de t e rmina t ions  are al lowable i n  determining r e sea rch  
p a t i e n t  care c o s t .  A n c i l l a r y  c o s t s  w i l l  b e  determined by 
applying t h e  departmental  ( radiology,  pathology, e t c . )  
r a t i o  of c o s t s  t o  charges  t o  t h e  a c t u a l  departmental  charges 
generated by t h e  r e sea rch  p a t i e n t s .  The charges f o r  
a n c i l l a r y  services provided t o  r e sea rch  p a t i e n t s  must b e  
on t h e  same b a s i s  as charges made t o  any o t h e r  p a t i e n t  f o r  
l i k e  service. 

I n  a d d i t i o n  t o  t h e  r o u t i n e  c o s t  rate and a n c i l l a r y  r a t i o  

of c o s t  to charges determined from the cost finding 

process, o f fse t  ra tes  must be negotiated where appropriate. 

These o f f s e t  rates are nego t i a t ed  t o  a l low a c r e d i t  t o  t h e  

p a t i e n t  care ca t egory  f o r  each r e s e a r c h l s e r v i c e  p a t i e n t  day, 

and t o  a l low f o r  t h e  r educ t ion  from an average p e r  diem f o r  

t hose  i t e m s  funded d i r e c t l y  by t h e  sponsored agreement. The 

t ypes  of o f f s e t s  nego t i a t ed  are as fol lows:  


a. 	 The o f f s e t  f o r  t h e  d i s c r e t e  bed u n i t  r o u t i n e  c o s t  is 
normally t h e  average c o s t  of a l l  r o u t i n e  beds i n  
the  h o s p i t a l .  

b. 	 The o f f s e t  from t h e  r o u t i n e  p e r  diem ra te  i s  a r a t e  
which al lows f o r  a r educ t ion  from t h e  average r o u t i n e  
per  diem those i t e m s  d i r e c t l y  funded by t h e  sponsored 
agreement, i . e . ,  nursing o r  dietary services. 
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G. 	 Other Elements of Cost Reimbursement of o t h e r  elements of c o s t ,  
c o n s i s t e n t  w i t h  t h e  needs of t h e  sponsored agreement may b e  made 
i n  accordance wi th  t h e  c o s t  p r i n c i p l e s  p re sc r ibed  i n  45 CFR 7 4 ,  
Appendix E. 

H. 	 I n d i r e c t  Costs I n d i r e c t  c o s t s  should n o t  be pa id  on any component 
of r e sea rch  p a t i e n t  ca re .  However, a s p e c i a l  i n d i r e c t  c o s t  ra te  
may be a p p l i c a b l e  t o  nonhospi ta l  type salaries o r  c o s t s ,  e .g . ,  
p r i n c i p a l  i n v e s t i g a t o r ,  l abo ra to ry  a s s i s t a n t ,  animal c a r e t a k e r ,  e t c .  
Such s p e c i a l  r a t e s  w i l l  exclude, f o r  example, d e p r e c i a t i o n ,  
ope ra t ions  and maintenance, housekeeping and o t h e r  space  c o s t s  
f o r  t h e  d i s c r e t e  f a c i l i t i e s  which are a l r eady  included i n  t h e  
d i r e c t  c o s t  component of r e sea rch  p a t i e n t  care. 

The r e sea rch  p a t i e n t  care amount a l s o  inc ludes  i n d i r e c t  c o s t s  
r e l a t e d  t o  h o s p i t a l  type employees supported as a d i r e c t  c o s t  by 
t h e  sponsored agreement r e g a r d l e s s  of t h e  i d e n t i t y  of t h e  employer. 
Therefore,  t h e  salaries and wage base used t o  claim i n d i r e c t  
c o s t s  must exclude a l l  h o s p i t a l  type salaries and f r i n g e  b e n e f i t s  
(nurses ,  d i e t i c i a n s ,  s o c i a l  workers, etc.) I f  o t h e r  than a 
s a l a r y  and wage base  is  used, e .g . ,  t o t a l  a l lowab le  d i r e c t  c o s t s ,  
t h e  t o t a l  amount of r e sea rch  p a t i e n t  care reimbursement i n  
a d d i t i o n  t o  t h e  h o s p i t a l  type salaries and f r i n g e  b e n e f i t s  must 
be d e l e t e d  from t h e  base  be fo re  applying t h e  i n d i r e c t  c o s t  ra te .  

When a h o s p i t a l  is  t h e  d i r e c t  r e c i p i e n t  of a sponsored agreement, 
no i n d i r e c t  c o s t s  w i l l  be allowed as a s e p a r a t e  c o s t  element s i n c e  
a l l  c o s t s  have been stepped down i n t o  t h e  r o u t i n e  c o s t  of t h e  
p a t i e n t  care rates. 

I. S p e c i a l  Procedures f o r  C e r t a i n  H o s p i t a l s  

1. 	 Requirements f o r  submission of r e s e a r c h  p a t i e n t  care proposals  
do n o t  apply t o  h o s p i t a l s  which are awarded $25,000 o r  less 
i n  r e s e a r c h  p a t i e n t  care c o s t s  under each i n d i v i d u a l  sponsored 
agreement awarded by any of t h e  components of HEW. H o s p i t a l s  
which meet t h i s  cond i t ion  w i l l  i n s t e a d  b e  s u b j e c t  t o  t h e  
fol lowing a l t e r n a t e  procedures:  

a. 	 I f  t h e  h o s p i t a l  i s  a sub-awardee, t h e  r e c i p i e n t  of t h e  
sponsored agreement w i l l  be r e s p o n s i b l e  f o r  n e g o t i a t i n g  
reasonable  f e e s  f o r  r e sea rch  p a t i e n t  care services provided 
by t h e  h o s p i t a l .  

b. 	 I f  t h e  h o s p i t a l  is  t h e  d i r e c t  r e c i p i e n t  of a sponsored 
agreement, i t  must support  i t s  claims f o r  t h e  reimbursement 
of r e s e a r c h  p a t i e n t  c a r e  c o s t s  by p repa r ing  a r e s e a r c h  
p a t i e n t  care r a t e  computation f o r  each f i s c a l  yea r  during 
which t h e  c o s t s  are claimed. The computation must b e  
based on s e c t i o n  IX.B.23. of t h e  Department's c o s t  p r i n c i p l e s  
f o r  h o s p i t a l s  (Appendix E t o  45 CFR P a r t  74) and must 
conform t o  the  proposal  formats shown on pages 9 through 
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11 of t h e  DHEW document, "A Guide f o r  Hosp i t a l s . "  The 
computation, a long wi th  t h e  suppor t ing  documentation descr ibed 
i n  t h e  Guide, must be r e t a i n e d  by t h e  h o s p i t a l  f o r  p o s s i b l e  
review and a u d i t  by, o r  on behalf  o f ,  t h e  Department. The 
r e t e n t i o n  pe r iod  s h a l l  be i n  accordance wi th  t h e  Department's 
r eco rds  r e t e n t i o n  r e g u l a t i o n s  (Subpart  D of 45 CFR P a r t  7 4 ) .  
The rates developed by t h e  h o s p i t a l  w i l l  b e  t r e a t e d  as 
predetermined rates. However, t h e  r e s e a r c h  p a t i e n t  care c o s t s  
r e f l e c t e d  i n  t h e  h o s p i t a l ' s  expend i tu re  r e p o r t s  based on t h e s e  
rates w i l l  b e  s u b j e c t  t o  adjustment i f  an  a u d i t  o r  o t h e r  review 
by, o r  on behalf  o f ,  t h e  Department r e s u l t s  i n  a r educ t ion  i n  
t h e  rates. A c o n t r a c t i n g  o f f i c e r  may r e q u e s t  t h e  computation 
and suppor t ing  documentation on r e s e a r c h  p a t i e n t  care 
pursuant  t o  FPR 1-3.807-3. 

2. 	 I n  t h e  absence of a Research P a t i e n t  Care Negotiat ion Agreement 
published by t h e  O f f i c e  of Grant and Con t rac t  F i n a n c i a l  
Management, O f f i c e  of t h e  A s s i s t a n t  S e c r e t a r y  f o r  Management 
and BudgetIOS, t h e  awarding agency may provide funds f o r  
r e sea rch  p a t i e n t  care c o s t s  based on t h e  rates proposed by t h e  
r e c i p i e n t  of t h e  sponsored agreement, provided t h a t  t h e  
amount awarded under t h e  agreement does n o t  exceed $25,000 
f o r  each h o s p i t a l  involved and t h e  h o s p i t a l ( s )  does n o t  have 
any o t h e r  HEW awardswhich i n d i v i d u a l l y  provide r e sea rch  
p a t i e n t  c a r e  suppor t  i n  excess of $25,000. 

F i n a n c i a l  R e s p o n s i b i l i t i e s  Where t h e  c o s t s  of p a t i e n t  c a r e  are funded 

by t h e  sponsored agreement, and whether such c o s t s  are c l a s s i f i e d  as 

usua l  p a t i e n t  care o r  r e s e a r c h  p a t i e n t  care, t h e  amount recovered 

from t h i r d  p a r t i e s  must b e  c r e d i t e d  t o  t h e  sponsored agreement. 

However, p a t i e n t  care charges must b e  a d j u s t e d  t o  c o s t  f o r  both r o u t i n e  

and a n c i l l a r i e s ,  pursuant  t o  t h e  p r i n c i p l e s  of t h i s  i s suance ,  p r i o r  

t o  applying t h e  t h i r d  p a r t y  r ecove r i e s .  The r e c i p i e n t  of t h e  sponsored 

agreement is o b l i g a t e d  t o  pursue recovery t o  t h e  f u l l e s t  e x t e n t  

p o s s i b l e  and should b e  a b l e  t o  document such e f f o r t s .  


S p e c i f i c  Information Required i n  App l i ca t ions  and Proposals  Invo lv ing  

Research P a t i e n t  Care Costs To e f f e c t i v e l y  review any a n t i c i p a t e d  

need f o r  r e sea rch  p a t i e n t  care c o s t s ,  i t  is  necessary f o r  t h e  app l i ca ­ 

t i o n  o r  proposal  t o  i n c l u d e  c e r t a i n  b a s i c  information and suppor t ing  

d a t a .  Funds f o r  r e s e a r c h  p a t i e n t  care can b e  used only a f t e r  j u s t i f i c a ­ 

t i o n  and suppor t ing  d a t a  have been reviewed and accepted by a p p r o p r i a t e  

s t a f f  o f  t h e  N I H  awarding component. The fo l lowing  information 

should be provided i n  any a p p l i c a t i o n  o r  p roposa l  (competi t ive o r  

noncompetitive) t h a t  i nc ludes  a r eques t  f o r  r e sea rch  p a t i e n t  care 

c o s t s :  


I n p a t i e n t  Costs - S c a t t e r  Beds 

1. 	 The name of t h e  h o s p i t a l ( s )  t o  b e  used, and t h e  amounts requested 
f o r  each. 
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2. 	 An i n d i c a t i o n  of whether t h e  h o s p i t a l ( s )  has  a c u r r e n t l y  e f f e c t i v e  
HEW-negotiated h o s p i t a l i z a t i o n  ra te  agreement. I f  n o t ,  t h e  b a s i s  
t o  be used f o r  c a l c u l a t i n g  charges.  

3 .  	 A p r e s e n t a t i o n  of t h e  r e sea rch  p r o t o c o l s  under which p a t i e n t s  
w i l l  be  h o s p i t a l i z e d .  I n  a d d i t i o n ,  t h e  fo l lowing  information 
should be provided by p r o t o c o l :  

a.  	 The service o r  ward (e .g . ,  medicine, su rge ry ,  i n t e n s i v e  
care u n i t ,  coronary care u n i t )  where i n p a t i e n t s  w i l l  
be loca t ed .  

b. The number of p a t i e n t s  a n t i c i p a t e d .  

c. The number o f  p a t i e n t  days a n t i c i p a t e d .  

d. 	 The rate o r  b a s i s  on which t h e  scatter bed c o s t s  have 
been c a l c u l a t e d .  

e. 	 An i n d i c a t i o n  of t h e  a n t i c i p a t e d  charges p e r  p a t i e n t  day 
f o r  r o u t i n e  c o s t s .  

f .  	 An i n d i c a t i o n  of t h e  a n t i c i p a t e d  charges p e r  p a t i e n t  day 
f o r  a n c i l l a r y  c o s t s .  

g. 	 An est imated percentage of t h e  t o t a l  c o s t s  p e r  p a t i e n t  
day which w i l l  be  charged t o  t h i r d  p a r t y  coverage. 

I n p a t i e n t  Costs  - D i s c r e t e  Beds 

1. 	 The name of t h e  h o s p i t a l ( s )  t o  b e  used, and t h e  amounts requested 
f o r  each. 

2 .  	 An i n d i c a t i o n  of whether t h e  h o s p i t a l ( s )  has  a c u r r e n t l y  e f f e c t i v e  
HEW-negotiated h o s p i t a l i z a t i o n  ra te  agreement. I f  n o t ,  t h e  b a s i s  
t o  be used f o r  c a l c u l a t i n g  charges.  

3 .  	 A p r e s e n t a t i o n  of t h e  r e sea rch  p r o t o c o l s  under which p a t i e n t s  
w i l l  b e  h o s p i t a l i z e d .  

4 .  The number of beds i n  t h e  d i s c r e t e  r e sea rch  u n i t .  

5. The b a s i s  f o r  determining c o s t s  f o r  t h e  r o u t i n e  c a r e  requested.  

6 .  	 The a n t i c i p a t e d  OccuPancY rate of t h e  beds requested w i t h  an 
i n d i c a t i o n  of t h e  number of p a t i e n t s  t h a t  are expected t o  be 
I 1  research" ve r sus  t h e  number t h a t  are  expected t o  be 
r e s e a r c h / s e r v i c e .  I '  

7. 	 An i n d i c a t i o n  of t h e  average a n c i l l a r y  c o s t  pe r  day f o r  "research' '  
p a t i e n t s  and " re sea rch / se rv ice"  p a t i e n t s .  
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8. 	 An i n d i c a t i o n  of t h e  r e l a t e d  c o s t s  ( e . g . ,  l a b o r a t o r y ,  drugs) 
t h a t  w i l l  b e  generated o u t s i d e  of t h e  d i s c r e t e  u n i t .  

9. An estimate of t h e  a n t i c i p a t e d  ra te  of t h i r d  p a r t y  recovery.  

Ou tpa t i en t  Costs  

1. 	 The name of t h e  h o s p i t a l ( s )  t o  be used, and t h e  amount requested 
f o r  each. 

2. 	 An i n d i c a t i o n  of whether t he  h o s p i t a l ( s )  has  a c u r r e n t l y  
e f f e c t i v e  HEW-negotiated h o s p i t a l i z a t i o n  rate agreement. 
I f  n o t ,  t h e  b a s i s  f o r  c a l c u l a t i n g  charges.  

3.  	 A p r e s e n t a t i o n  of t h e  r e sea rch  p r o t o c o l s  under which out-
p a t i e n t s  are t o  be involved. I n  a d d i t i o n ,  t h e  fol lowing 
information should be provided by p r o t o c o l :  

a. The types of tests o r  procedures which w i l l  b e  performed. 

b. The number of o u t p a t i e n t s  t o  be involved. 

c. The number of o u t p a t i e n t  v i s i t s .  

d. An estimate of t h e  average c o s t  p e r  v i s i t .  

C1-V L. 	 Program Requirements An i n d i v i d u a l  N I H  awarding component may adopt  
s p e c i a l  implementing procedures t o  meet t h e  s p e c i f i c  needs of i t s  own 
program provided t h a t  such procedures do n o t  c o n f l i c t  w i t h  t h i s  
issuance.  

M. E f f e c t i v e  Date This  p o l i c y  is e f f e c t i v e  f o r  a l l  g r a n t s  having budget 
per iod d a t e s  beginning on and a f t e r  J u l y  1, 1979, and f o r  a l l  c o n t r a c t s  
awarded on and a f t e r  J u l y  1, 1979. 
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'hhJ PROPOSALS INVOLVING RECOMBINANT DNA >PROCEDURE NOTICE: 

The c u r r e n t  N I H  Guidel ines  f o r  Research Involving Recombinant DNA Molecules, 
The Adminis t ra t ive P r a c t i c e s  Supplement, and announcements of mod i f i ca t ions  
and changes to  t h e  Guidel ines  are a v a i l a b l e  from t h e  O f f i c e  of Recombinant 
DNA A c t i v i t i e s ,  Na t iona l  I n s t i t u t e s  of Heal th ,  Bethesda, Maryland 20205. 
A l l  r e sea rch  invo lv ing  recombinant DNA techniques which is supported by t h e  
Nat ional  I n s t i t u t e s  of Heal th  (NIH) must m e e t  t he  requirements of t hese  
Guidelines,  which were developed i n  response t o  t h e  concerns of t h e  
s c i e n t i f i c  and t h e  l a y  communities about t h e  p o s s i b l e  e f f e c t s  of recombinant 
DNA r e sea rch .  The i r  purpose is  t o  s p e c i f y  p r a c t i c e s  f o r  t h e  c o n s t r u c t i o n  
and handl ing of recombinant DNA molecules and organisms o r  v i r u s e s  
con ta in ing  recombinant DNA. A s  def ined by t h e  Guidel ines  "recombinant DNA" 
corresponds t o  (1) molecules which are cons t ruc t ed  o u t s i d e  l i v i n g  ce l l s  
by j o i n i n g  n a t u r a l  o r  s y n t h e t i c  DNA segments t o  DNA molecules t h a t  can 
r e p l i c a t e  i n  a l i v i n g  ce l l ;  o r  (2)  DNA molecules which r e s u l t  from the 
r e p l i c a t i o n  of a molecule desc r ibed  i n  (1) above. 

Seve ra l  types of s t u d i e s  invo lv ing  recombinant DNA a re  exempt from t h e  
Guidel ines  wh i l e  o t h e r s  are p r o h i b i t e d  by t h e  Guidel ines .  For t h e  remainder 
i t  i s  requ i r ed  t h a t  t h e  a p p l i c a n t  o rgan iza t ion  s h a l l  e s t a b l i s h  and implement 
p o l i c i e s  t h a t  provide f o r  t h e  s a f e  conduct of t h e  r e sea rch  i n  f u l l  conformity 
with t h e  Guidel ines .  This  r e s p o n s i b i l i t y  i nc ludes  e s t a b l i s h i n g  an  I n s t i t u ­
t i o n a l  Biosafety Committee t o  review a l l  recombinant DNA r e s e a r c h  t o  be 

%Id 	 conducted a t  o r  sponsored by t h e  a p p l i c a n t  o r g a n i z a t i o n ,  and t o  approve 
those p r o j e c t s  i t  f i n d s  are i n  conformity wi th  t h e  Guidel ines .  For each 
approved p r o j e c t ,  a v a l i d  Memorandum of Understanding and Agreement s h a l l  
be submitted f o r  review by t h e  N I H  O f f i c e  of Recombinant DNA Act ivi t ies .  
The Memorandum of Understanding and Agreement is  considered approved a f t e r  
acceptance by t h e  N I H  O f f i c e  of Recombinant DNA A c t i v i t i e s .  

Grant a p p l i c a t i o n  forms are be ing  r e v i s e d  t o  i n c l u d e  a check block i n d i c a t i n g  

whether o r  no t  recombinant DNA research s u b j e c t  t o  N I H  Guidel ines  i s  

involved. U n t i l  such time as t h e s e  forms are a v a i l a b l e ,  t h e  a p p l i c a t i o n s  

concerned should show i n  c a p i t a l  l e t t e r s  a t  t h e  bottom of t h e  f i r s t  page 

"THIS APPLICATION INVOLVES RECOMBINANT DNA RESEARCH SUBJECT TO N I H  GUIDELINES." 

Labeling t h e  f a c e  page of t h e  a p p l i c a t i o n  w i l l  assist i n  exped i t ing  t h e  

processing of t h e  a p p l i c a t i o n .  


Do no t  submit a Memorandum of Understanding and Agreement u n t i l  i t  i s  

s o l i c i t e d  by an a p p r o p r i a t e  N I H  s t a f f  member. 
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FLUORIDE RESEARCH GRANT APPLICATIONS 

SOUGHT BY 

THE NATIONAL INSTITUTE OF DENTAL RESEARCH 

I. PROGRAM SPECIFICATIONS 


A. 	 Program Objectives The use of fluoride in drinking water is the 

single most therapeutically effective and cost effective weapon 

against dental caries. There has also been widespread use of 

topical fluorides in the form of professionally applied agents, 

mouthwashes, prophylactic paste and dentifrices. Additional 

knowledge of how the fluoride ion exerts its protective effects 

is still needed in order to develop alternative and more 

effectfve appltcation methods. 
 Research efforts to achieve 


Moreover,
these important goals are encouraged by the Institute. 

the use of fluoride in its many forms has gfven rise to a number 
o f  scfentiffc questfons concerning its biological activities. 
Tt is the programrsobjective, through this announcement, to 
stimulate the submission of research grant proposals which will 
address these important questions concerning biological activity. 

B, Research Scope The emphasfs of this program announcement is 

upon basic and clinical research opportunities dealing with 
(1) nutrition - fluoride interrelationships, and (2) effects 
of fluoride on biological systems. Specific research interests 
are listed below. The list is not in order of priority nor is 
it complete with respect to all possible subjects of interest 
to the program. 

1. 	 Nutritional Studies Animal and/or human studies are 

encouraged to establish the role of fluoride for optimal 

growth, development, and health; to determine the possible 
relationship(s) between nutritional deficiencies or excesses 
and mottling of teeth and other biological effects; and to 
identify specific factors in the diet, such as trace elements 
and vitamins which affect fluoride utilization and biological 
activity. 
Studies are also encouraged in animals maintained on high 

and low fluoride intake for several generations to examine 

possible enzyme adaptation, effects on growth, reproduction, 

longevity, and oral flora, etc. A starter source of animals 

living on defined fluoride diets for several generations 

will be made available to successful applicants. 


The legislative authority for this program is found in Section 301 of the 

Public Health Service Act and in P.L. 78-410, as amended. The Catalog of 

Federal Domestic Assistance number is 13.878. 
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2 .  	 Bio log ica l  E f f e c t s  S tud ie s  a r e  encouraged which dea l  wi th  t h e  
e f f e c t  of f l u o r i d e  on t h e  metabolism and func t ion  of cel ls  
of mine ra l i z ing  t i s s u e  such as ameloblas t s ,  odontoblas t s  
and o s t e o b l a s t s .  S tud ie s  of t he  e f f e c t  of f l u o r i d e  on metabo­
l i s m  of co l l agen ,  proteoglycans and o t h e r  o rgan ic  c o n s t i t u e n t s  
of bones and t e e t h  are a l s o  encouraged. S tud ie s  are 
encouraged which d e a l  wi th  t h e  p o s s i b l e  systemic human h e a l t h  
b e n e f i t s  of f l u o r i d e  such as i n  t h e  t reatment  of os teoporos is  
o r  i t s  e f f e c t  i n  lowering t h e  inc idence  of h i p  f r a c t u r e s .  

Proposals  are sought which w i l l  d e a l  wi th  t h e  b a s i c  condi t ions  
and mechanism(s) by which excess ive  amounts of f l u o r i d e  causes 
d e n t a l  f l u o r o s i s ,  t h e  r e l a t i o n s h i p s  between f l u o r i d e  inges t ion  
and c y c l i c  AMP l e v e l s  of va r ious  organ and/or  t i s s u e  systems, 
t h e  ques t ion  of t he  source ,  absorp t ion  and exc re t ion  of 
non-ionic f l u o r i d e s ,  s t u d i e s  of r e n a l  c l ea rance  i n  normal 
humans and p a t i e n t s  w i th  chronic  r e n a l  d i s e a s e ,  s t u d i e s  of 
t i s s u e  f l u o r i d e  d i s t r i b u t i o n ,  i n f luence  of f l u o r i d e  on o t h e r  
c e l l u l a r  processes ,  and s t u d i e s  designed t o  provide a d d i t i o n a l  
information concerning t h e  long term consequences of f l u o r i d e  
i n g e s t i o n  and t h e  margin of s a f e t y  of water f l u o r i d a t i o n .  The 
l a t te r  s t u d i e s  might i nc lude  changes i n  d i e t a r y  f l u o r i d e  i n t a k e  
because of recent changes i n  food processing and dietary habi ts  
as wel l  as l abora to ry  s t u d i e s  t o  redetermine t h e  ur ine  and bone 
f l u o r i d e  l e v e l s  i n  people  l i v i n g  in f l u o r i d a t e d  communities. 

C. 	 Mechanism of Support The mechanism of support  f o r  t h i s  program 
w i l l  be through t h e  t r a d i t i o n a l  research  p r o j e c t  g ran t .  P o l i c i e s  
t h a t  govern research  g ran t  programs of t he  Nat iona l  I n s t i t u t e s  
of Heal th  w i l l  p r e v a i l .  The award of g r a n t s  pursuant  t o  t h i s  
reques t  f o r  g ran t  a p p l i c a t i o n s  i s  cont ingent  upon r e c e i p t  of 
proposa ls  w i th  h igh  s c i e n t i f i c  m e r i t  and t h e  a v a i l a b i l i t y  of 
appropr ia ted  funds.  

METHOD AND CRITERIA OF REVIEW 

A. 	 Assignment of Appl ica t ions  Appl ica t ions  w i l l  be  rece ived  by t h e  
Div is ion  of Research Grants (DRG), Nat iona l  I n s t i t u t e s  of Health.  
DRG w i l l  r e f e r  t h e  proposa ls  t o  t h e  appropr i a t e  s tudy  s e c t i o n  f o r  
s c i e n t i f i c  review and w i l l  make t h e  I n s t i t u t e  assignment f o r  
p o s s i b l e  funding and management. R e f e r r a l  dec i s ions  w i l l  be 
governed by programmatic cons ide ra t ions  as s p e c i f i e d  i n  t h e  DRG 
R e f e r r a l  Guidel ines .  It i s  p o s s i b l e  t h a t  s t u d i e s  proposed i n  
response t o  t h i s  announcement could over lap  wi th  t h e  r e f e r r a l  
gu ide l ines  of more than one I n s t i t u t e  a t  N I H .  I n  such cases t h e  
DRG w i l l  make t h e  f i n a l  assignment dec is ion .  

B. 	 Review Procedures Appl ica t ions  i n  response t o  t h i s  announcement 
w i l l  b e  reviewed i n  accordance wi th  t h e  usua l  Nat iona l  I n s t i t u t e s  
of Heal th  peer  review procedures (s tudy s e c t i o n ) .  Fac to r s  
considered i n  the  s c i e n t i f i c  m e r i t  eva lua t ion  of each a p p l i c a t i o n  
w i l l  i nc lude  an assessment of t h e  importance of t h e  proposed 
research  problem, t h e  novel ty  and o r i g i n a l i t y  of t he  approach, 
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t he  t r a i n i n g  experience and research  competence of t h e  i n v e s t i ­
g a t o r ( s ) ,  t h e  adequacy of t he  experimental  design,  t h e  s u i t a b i l i t y  
of t h e  f a c i l i t i e s , a n d  t h e  appropr ia teness  of t h e  reques ted  budget 
r e l a t i v e  t o  t h e  work proposed. Following s tudy  s e c t i o n  review, 
t h e  a p p l i c a t i o n  w i l l  be eva lua ted  f o r  program re levance  by t h e  
appropr i a t e  I n s t i t u t e  Advisory Council .  Funding dec i s ions  w i l l  
be  based upon r e l a t i v e  s c i e n t i f i c  m e r i t  and t h e  I n s t i t u t e ' s  
a b i l i t y  t o  fund. 

C. 	 Deadlines Appl ica t ions  w i l l  be  accepted i n  accordance wi th  t h e  
usua l  da t e s  f o r  new a p p l i c a t i o n s  on an i n d e f i n i t e  b a s i s .  The 
dead l ine  f o r  r e c e i p t  of new a p p l i c a t i o n s  f o r  t h e  next  t h r e e  
review cyc le s  are: 

November 1, 1979 
March 1, 1980 
Ju ly  1, 1980 

111. METHOD OF APPLYING 

*W' 

Appl ica t ions  should be  submit ted on form PHS 398, which is  a v a i l a b l e  
i n  t h e  bus iness  o r  g r a n t s  o f f i c e  a t  most academic o r  r e sea rch  
i n s t i t u t i o n s .  I f  n o t ,  an a p p l i c a t i o n  form may b e  obta ined  from: 

O f f i c e  of Grants I n q u i r i e s  
Div is ion  of Research Grants  
Nat iona l  I n s t i t u t e s  of Heal th  
Room 448,  Westwood Building 
Bethesda, Maryland 20205 

The phrase  "PREPARED I N  RESPONSE TO NIDR FLUORIDE ANNOUNCEMENT" 
should be  typed ac ross  t h e  top of t h e  f i r s t  page of t h e  a p p l i c a t i o n .  
The o r i g i n a l  and s i x  copies  of t h e  a p p l i c a t i o n  should be  s e n t  o r  
de l ive red  to:  

Appl ica t ion  Receipt  Off i c e  
Division of Research Grants 
Nat iona l  I n s t i t u t e s  of Heal th  
Room 240, Westwood Building 
Bethesda, Maryland 20205 

Fur the r  information may be obta ined  by contac t ing :  

Chief ,  S o f t  T issue  Stomatology 
and N u t r i t i o n  Program Branch 

Nat iona l  I n s t i t u t e  of Dental  Research 
Nat iona l  I n s t i t u t e s  of Heal th  
Room 510, Westwood Building 
Bethesda, Maryland 20205 

Telephone: (301) 496-7808 
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-%my BIOMEDICAL RESEARCH DEVELOPMENT 

GRANT PROGRAM 

The Divis ion of Research Resources,  Nat iona l  I n s t i t u t e s  of Heal th ,  p l ans  
t o  accept  no a d d i t i o n a l  a p p l i c a t i o n s  f o r  t h e  Biomedical Research 
Development Grant Program i n  1980 o r  t h e r e a f t e r .  Appl ica t ions  w i l l  be 
accepted through t h e  next  dead l ine  of October 1, 1979. Curren t ly  a c t i v e  
g ran t s ,  and new awards made fol lowing t h e  next  review, w i l l  cont inue  t o  
be funded through t h e  f u l l  pe r iod  of approved suppor t .  

Biomedical Research Development Grants are compet i t ive  i n s t i t u t i o n a l  

awards t o  s t r eng then  and/or  expand hea l th - r e l a t ed  r e sea rch  f o r  t h e  

purpose of improving t r a i n i n g  f o r  c l i n i c a l  p ro fes s ions  o r  hea l th - r e l a t ed  

research ,  o r  both.  T ra in ing  p e r  se is n o t  supported.  The program is  no t  

intended t o  i n c r e a s e  t h e  number of persons be ing  t r a i n e d ,  bu t  i t  i s  

expected t o  r e s u l t  i n  h igh  q u a l i t y  hea l th - r e l a t ed  research  and t o  improve 

t h e  q u a l i t y  of t r a i n i n g  i n  h e a l t h  f i e l d s .  The focus of t h e  program is 

h e a l t h  research  development, and i t  is  n o t  an a l t e r n a t i v e  t o  o t h e r  PHS 

r e sea rch  g ran t  programs. 


E l i g i b i l i t y  is  l i m i t e d  t o  nonpro f i t  i n s t i t u t i o n s  i n  t h e  United S t a t e s  and 

i ts  t e r r i t o r i e s  which, dur ing  t h e  l a tes t  12-month pe r iod  ending 

September 30 immediately p r i o r  to t h e  October 1 dead l ine  f o r  submission 

of  a p p l i c a t i o n s ,  w i l l  have rece ived  less than $200,000 ( d i r e c t  and i n d i r e c t  

c o s t s )  i n  PHS r e sea rch  g ran t s ;  a l s o , e l i g i b l e  i n s t i t u t i o n s  must be  engaged 

i n  t h e  t r a i n i n g  of h e a l t h  o r  h e a l t h  r e sea rch  manpower. 


Fur the r  information may be  obta ined  from: 

Biomedical Research Development Grant Program 

Divis ion  of Research Resources 

Room 5B23, Bui lding 31 

Nat iona l  I n s t i t u t e s  of Heal th  

Bethesda, Maryland 20205 


Telephone: (301) 496-6743 


vi-7 
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MATERNAL SMOKING AND PREGNANCY OUTCOME, 

4'!4u#lr-

NATIONAL INSTITUTE O F  CHILD HEALTH 
I / /  / / / /  / / / / /

'AMWOUWCEMEMTJAND HUMAN DEVELOPMENT '/0 / / / /  / / Y / 

I. BACKGROUND INFORMATION 

C i g a r e t t e  smoking is  recognized as a h e a l t h  hazard which extends t o  
f e t u s e s  of smoking pregnant women. Adverse e f f e c t s  on pregnancy 
range from inc reased  r i s k  f o r  r ep roduc t ive  l o s s ,  f e t a l  m o r t a l i t y ,  
preterm b i r t h ,  and neona ta l  dea th ,  to  r e t a r d a t i o n  i n  f e t a l  growth 
as r e f l e c t e d  i n  b i r t h  measurements of lower mean body weight ,  
shortened body l e n g t h ,  and smaller head circumference,  as w e l l  as 
t o  a number of problems of adap ta t ion  i n  t h e  neona ta l  pe r iod .  I n  
a d d i t i o n ,  t h e r e  is  sugges t ive  evidence of long-term impairments i n  
phys i ca l  growth, diminished i n t e l l e c t u a l  f u n c t i o n ,  and d e f i c i e n c i e s  
i n  behav io ra l  development f o r  those bab ie s  who s u r v i v e  t h e  f i r s t  
fou r  weeks of l i f e .  An updated review of t h e  s c i e n t i f i c  l i t e r a t u r e  
is  a v a i l a b l e  i n  t h e  Report of t h e  Surgeon General on Smoking and 
Heal th ,  Chapter 8, e n t i t l e d  "Pregnancy and I n f a n t  Health." 

11. RESEARCH GOALS AND SCOPE 

This announcement h i g h l i g h t s  t h e  s p e c i a l  i n t e r e s t  t h a t  e x i s t s  t o  
determine i f  observed a l t e r a t i o n s  i n  t h e  developing f e t u s  of a 
smoking mother are i n d i c a t o r s  of processes  which may be d e t r i m e n t a l  
t o  e i t h e r  t h e  immediate o r  long-term h e a l t h  of t h e  f e t u s  and c h i l d .  
The Pregnancy and Pe r ina to logy  Sec t ion ,  Center f o r  Research f o r  
Mothers and Children,  is  i n t e r e s t e d  i n  i n i t i a t i n g  r e sea rch  s t u d i e s  
focusing on t h e  epidemiologic,  b i o l o g i c ,  and pharmacologic f a c e t s  
of c i g a r e t t e  smoking du r ing  pregnancy and i t s  impact on f e t a l  and 
i n f a n t  well-being. Two s p e c i f i c  s tudy areas are a n t i c i p a t e d :  

1. 	 I d e n t i f i c a t i o n  of r i s k  f o r  p e r i n a t a l  l o s s e s  o r  damage i n  
o f f s p r i n g  of women who smoke during pregnancy. These 
i n v e s t i g a t i o n s  a l s o  cover determinat ions of c i r c u l a t o r y  
changes i n  p l a c e n t a  and f e t u s ,  hypoxic and anoxic even t s  and 
t h e i r  consequences f o r  t h e  i n f a n t .  

2 .  	 D e f i n i t i o n  of maternal  and neona ta l  ( b i o l o g i c  and physiologic)  
e f f e c t s  r e s u l t i n g  from maternal ly  inha led  tobacco smoke, 
i nc lud ing  gene ra l  s t u d i e s  on l a c t a t i o n  and b r e a s t  f eed ing  and 
s p e c i f i c  e f f e c t s  on adequacy of milk s e c r e t i o n  ( q u a n t i t y  
and q u a l i t y :  n u t r i t i o n a l  composition and presence of 
contaminants).  

This program i s  descr ibed i n  the  Catalog of Fede ra l  Domestic Ass i s t ance  
Number 13.865. Awards w i l l  b e  made under t h e  a u t h o r i t y  of t he  Pub l i c  
Heal th  Se rv ice  Act, T i t l e  111, Sec t ion  301 (Pub l i c  Law 78-410, as 

Y*ul' amended; 4 2  USC 241) and adminis tered under PHS g r a n t  p o l i c i e s  and 
Federal  Regulations 42 CFR P a r t  52  and 45 CFR P a r t  74.  
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Since t h i s  announcement addresses  a complex r e sea rch  area, a 
v a r i e t y  of approaches are  p o s s i b l e ,  e i t h e r  l i m i t e d  t o  t h e  s tudy of 
one s p e c i f i c  a s p e c t  o r  extended t o  an i n t e r d i s c i p l i n a r y  c o l l a b o r a t i o n  
t o  probe several problems. A proposal  should r e f l e c t  t h e  r e sea rch  
s t r e n g t h s  of t h e  i n v e s t i g a t o r ( s )  r a t h e r  than at tempt  t o  explore  
a l l  conceivable parameters.  

111. MECHANISM OF SUPPORT 

The support  mechanism f o r  t h i s  program w i l l  be  t h e  grant- in-aid.  This  
type of announcement is  used when CRMC wishes t o  s t i m u l a t e  i n v e s t i ­
g a t o r  i n t e r e s t  i n  a p a r t i c u l a r  area t h a t  i s  important  t o  i ts mission. 

This announcement i s  f o r  continuous competi t ion w i t h  a p p l i c a t i o n s  t o  
be received on t h e  r e g u l a r l y  scheduled dead l ines :  November 1, March 1, 
and J u l y  1. 

Any n o n p r o f i t  i n s t i t u t i o n  is  e l i g i b l e  t o  apply t o  t h i s  program. A 
v a r i e t y  of approaches would r e p r e s e n t  v a l i d  responses  t o  t h i s  
announcement; accordingly,  i t  i s  a n t i c i p a t e d  t h a t  t h e r e  w i l l  be  a 
range of c o s t s  among i n d i v i d u a l  g r a n t s  awarded. A program p r o j e c t  
could be submitted i f  mutually agreed upon by t h e  a p p l i c a n t  and the  
CRMC. Applicants  are requested t o  f u r n i s h  t h e i r  o m  estimates 
of t h e  t i m e  r equ i r ed  (up t o  5 yea r s )  t o  ach ieve  t h e  o b j e c t i v e s  of 
t h e  proposed r e sea rch  p r o j e c t .  Near t h e  end o f  t h e  p r o j e c t  pe r iod ,  
renewal proposals  may be submitted f o r  compet i t ive review. Current 
N I H  p o l i c i e s  and r e g u l a t i o n s  which govern r e s e a r c h  g r a n t s  w i l l  
p r e v a i l .  The earliest requested s ta r t  d a t e  f o r  g r a n t s  should be 
November 1, 1980. 

I V .  REVIEW PROCEDURES AND CRITERIA 

The i n i t i a l  review of a p p l i c a t i o n s  w i l l  be arranged by t h e  Divis ion 
of Research Grants,  N I H .  Proposals  i n  response t o  t h i s  i n v i t a t i o n  
w i l l  be reviewed on a nationwide b a s i s  i n  competi t ion wi th  each o t h e r .  
I n i t i a l  review w i l l  be conducted by a group composed p r i m a r i l y  of 
non-Federal s c i e n t i f i c  c o n s u l t a n t s ;  secondary review w i l l  be by t h e  
Nat ional  Advisory Child Heal th  and Human Development Council .  Appl icants  
w i l l  be informed of t h e  r e s u l t s  of t h e  competi t ion as soon as p o s s i b l e  
a f t e r  t h e  meeting of t h e  Council. 

The major f a c t o r s  considered i n  eva lua t ing  each a p p l i c a t i o n  w i l l  be: 

The relevance and s i g n i f i c a n c e  of t h e  proposed approach t o  the  
goal descr ibed i n  t h i s  announcement. 

The s c i e n t i f i c  m e r i t  of  t h e  proposal :  t h e  ques t ions  proposed 
f o r  s tudy,  t h e  r e s e a r c h  des ign ,  t h e  methodology, a n a l y s i s ,  and 
i n t e r p r e t a t i o n  of d a t a .  

The r e sea rch  experience and competence of t h e  a p p l i c a n t s  t o  
c a r r y  ou t  t h e  proposed i n v e s t i g a t i o n s ,  i n c l u d i n g  e x p e r t i s e  i n  
the  d i s c i p l i n e s  t h a t  t h e  s tudy  may r e q u i r e .  
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Adequacy of t i m e  ( e f f o r t )  t o  be devoted t o  t h e  p r o j e c t  by 
i n v e s t i g a t o r s  and t e c h n i c a l  s t a f f .  

Adequacy of c o l l a b o r a t i v e  arrangement(s1,  i f  a p p l i c a b l e .  

Adequacy of e x i s t i n g  and proposed f a c i l i t i e s  and r e sources .  

The c o s t s  i n  r e l a t i o n  t o  t h e  scope of t h e  p r o j e c t .  

V.  METHOD OF APPLYING 

Appl i ca t ions  should b e  submitted on form PHS 398, t h e  a p p l i c a t i o n  
form f o r  t h e  t r a d i t i o n a l  r e sea rch  g ran t .  The convent ional  p re sen ta ­
t i o n  i n  format and d e t a i l  f o r  r e g u l a r  r e s e a r c h  g r a n t  a p p l i c a t i o n s  
should be used, ensu r ing  t h a t  t h e  p o i n t s  i d e n t i f i e d  under t h e  
Review Criteria are f u l f i l l e d .  A statement  from c o l l a b o r a t o r s  
( i f  any) i n d i c a t i n g  t h e i r  w i l l i n g n e s s  t o  work and i n t e r a c t  i n  t h e  
p r o j e c t  should b e  included.  I n  t h e  upper l e f t  hand co rne r  o f  t h e  
f a c e  page under t h e  words "Grant Applicat ion,"  t h e  p roposa l  should b e  
l a b e l e d  " I N  RESPONSE TO ANNOUNCEMENT: MATERNAL SMOKING AND PREGNANCY 
OUTCOME." App l i ca t ion  k i t s  may be obtained a t  most u n i v e r s i t i e s  
and h o s p i t a l s  i n  t h e  United S t a t e s .  I f  no t  a v a i l a b l e ,  a p p l i c a t i o n  
k i t s  may be ob ta ined  from: 

O f f i c e  o f  Grants I n q u i r i e s  
D iv i s ion  of Research Grants 
Nat ional  I n s t i t u t e s  of Heal th  
Room 448, Westwood Building 
5333 Westbard Avenue 
Bethesda, Maryland 20205 

V I .  IDENTIFICATION OF CONTACT POINT 

Any f u r t h e r  information r e l a t i n g  t o  t h i s  announcement may be ob ta ined  
by con tac t ing :  

D r .  C h a r l o t t e  Catz  

Pregnancy and Pe r ina to logy  Sec t ion  

Center  f o r  Research f o r  Mothers 


and Children 
Na t iona l  I n s t i t u t e  of Chi ld  Heal th  

and Human Development 
Bethesda, Maryland 20205 

Telephone: (301) 496-1485 
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tlvrJ FUNCTION OF THE AGING MUSCULOSKELETAL 

SYSTEM, BIOPHYSIOLOGY AND 

PATHOB IOLOGY PROGRAM, 

NATIONAL I N S T I T U T E  ON AGING 

I. BASIC INFORMATION 

P a g e  T w e n t y - t h r e e  
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The Na t iona l  I n s t i t u t e  on Aging (NIA) w a s  e s t a b l i s h e d  i n  1974 to  
conduct’and suppor t  biomedical,  s o c i a l ,  and b e h a v i o r a l  r e sea rch  and 
t r a i n i n g  r e l a t e d  t o  t h e  aging processes  and t h e  d i s e a s e s  and o t h e r  
s p e c i a l  problems and needs of t h e  aged. 

A program of r e s e a r c h  on func t ion  of t h e  musculoskeletal  system i n  
t h e  e l d e r l y  can p rope r ly  addres s  t h e  areas of prevent ion,  d i agnos i s ,  
t reatment  and r e h a b f l i t a t i o n .  Among a l l  age groups,  musculoskeletal  
d i s a b i l i t i e s  are t h e  primary cause f o r  l i m i t i n g  t h e  q u a l i t y  of l i f e ,  
rank second on ly  t o  c i r c u l a t o r y  d i s e a s e s  i n  h e a l t h  c o s t s ,  and t h i r d  
i n  frequency o f  occurrence among a c u t e  cond i t ions .  Also musculo­
s k e l e t a l  d i s a b i l i t i e s  rank second i n  number of v i s i t s  t o  h o s p i t a l s ,  
and t h i r d  i n  number of ope ra t ions  i n  h o s p i t a l s .  

Impaired f u n c t i o n s  of t h e  musculoskeletal  system, however, have t h e i r  
g r e a t e s t  impact on t h e  e l d e r l y ,  account ing f o r  20 pe rcen t  of Medicare 
h o s p i t a l i z a t i o n  c o s t s .  For example, c l i n i c a l  evidence of o s t e o p o r o s i s  
is  p r e s e n t  i n  almost a l l  women over 75 y e a r s  o l d .  Since musculo­
s k e l e t a l  d i s a b i l i t i e s  are so  p reva len t  i n  t h e  e l d e r l y ,  an  expanded 
r e s e a r c h  program on t h e  musculoskeletal  system, addres s ing  e x e r c i s e  
physiology and o r thopaed ic s  r e s e a r c h ,  can e f f e c t i v e l y  improve t h e  
q u a l i t y  of l i f e  f o r  t h e  f a s t e s t  growing segment of ou r  popu la t ion  
a t  t h e  least c o s t  t o  b e n e f i t  r a t i o  f o r  t h e  pub l i c .  

11. GOALS AND SCOPE 

The Biophysiology and Pathobiology Program of t h e  Na t iona l  I n s t i t u t e  
on Aging is encouraging t h e  submission of a p p l i c a t i o n s  t h a t  u t i l i z e  
e i t h e r  animal models o r  c l i n i c a l  s t u d i e s  t o  i n v e s t i g a t e  areas i n  
f u n c t i o n  of t h e  ag ing  musculoskeletal  system. Examples of s e l e c t e d  
t o p i c s  are as fol lows:  

A. Exercise  Physiology 

0 b e n e f i t s  of a c u t e  ve r sus  ch ron ic  e x e r c i s e  f o r  t h e  e l d e r l y ;  

This program is  desc r ibed  i n  t h e  Catalog o f  Fede ra l  Domestic Ass i s t ance  
Number 13.866. Awards w i l l  b e  made under t h e  a u t h o r i t y  of t h e  Pub l i c  
Health Se rv ice  Act,  T i t l e  111, Sec t ion  301 (Pub l i c  Law 78-410, as amended; 

”+!&? 42 USC 241) and adminis tered under PHS g r a n t  p o l i c i e s  and Fede ra l  Regulat ions 
42 CFR P a r t  52 and 45 CFR P a r t  74. 
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0 optimal  e x e r c i s e s  f o r  maintenance of s t r e n g t h ,  p rop r iocep t ion ,  
mob i l i t y ,  and f l e x i b i l i t y  of bones, muscles,  tendons, and j o i n t s  
of t h e  e l d e r l y ;  

0 capac i ty  of t h e  e l d e r l y  t o  adap t  t o  ch ron ic  e x e r c i s e  and i t s  
r o l e  i n  p r e v e n t i v e  and r e h a b i l i t a t i v e  medicine; a l s o  s p e c i f i c  
muscular e x e r c i s e s  f o r  a d a p t a t i o n s  i n  t h e  e l d e r l y ;  e .g . ,  
ca rd iovascu la r  and r e s p i r a t o r y  b e n e f i t s  t h a t  acc rue  t o  t h e  
e l d e r l y  from e x e r c i s e ;  

0 t he  e f f e c t s  o f  e x e r c i s e  on age a s s o c i a t e d  changes i n  t i s s u e  
metabolism; endocrine response t o  exercise and endocrine 
r e g u l a t i o n  of metabolism i n  t h e  e l d e r l y ;  

e psychological  and s.ocia1 bene f i t s .  o f  e x e r c i s e  f o r  t h e  e l d e r l y .  

B. Orthopaedic Research 

0 s p e c i a l  a s p e c t s  o f  t reatment  and r e h a b i l i t a t i o n  of f r a c t u r e s  
i n  t h e  e l d e r l y ;  

0 prevent ion,  t reatment  and r e h a b i l i t a t i o n  f o r  d i s k  and s p i n a l  
a i lmen t s  i n  t h e  e l d e r l y ;  

e 	s t u d i e s  i n  o s t e o p o r o s i s  as i t  a f f e c t s  t h e  q u a l i t y  of l i f e  
o r  r e l a t e d  h e a l t h  problems i n  t h e  e l d e r l y ;  

0 r e g u l a t i o n  and c o n t r o l  of bone, muscle and co l l agen  by 
d i g e s t i v e ,  metabol ic ,  hormonal o r  o t h e r  homeostatic mechanisms 
wi th  s p e c i a l  r e l evance  t o  t h e  processes  of aging o r  s t u d i e s  i n  
aged human o r  animal models; 

s t u d i e s  i n  t h e  e l d e r l y  on hormone and vi tamin e f f e c t s  on 
g a s t r o i n t e s t i n a l  abso rp t ion  and r e n a l  f u n c t i o n  as r e l a t e d  
t o  bone metabolism and l o s s  of bone mass. 

Although t h i s  announcement has  emphasized s e l e c t i v e  r e s e a r c h  areas on 
func t ion  of t h e  a g i n g  musculoskeletal  system, r e sea rch  g r a n t  app l i ca ­
t i o n s  i n  response t o  t h i s  announcement are n o t  l i m i t e d  t o  t h e  s p e c i f i c  
t o p i c s  addressed above. 

111. MECHANISM OF SUPPORT, FUNDING 

The support  f o r  t h i s  program w i l l  be  via t h e  t r a d i t i o n a l  N I H  r e sea rch  
p r o j e c t  g r a n t .  Applicants  are expected t o  p l a n  and execute  t h e i r  own 
r e sea rch  programs. Support of g r a n t s  pursuant  t o  t h i s  announcement 
is, of course,  contfngent  upon u l t i m a t e  r e c e i p t  by N I A  of appropr i a t ed  
funds f o r  t h i s  purpose. 

I V .  REVIEW PROCEDURES AND CRITERIA 

A. App l i ca t ion  Review 

Upon r e c e i p t ,  a l l  a p p l i c a t i o n s  w i l l  be  ass igned by t h e  Divis ion 
of Research Grants according t o  accepted R e f e r r a l  Guidel ines  t o  
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an  I n i t i a l  Review Group f o r  s c i e n t i f i c  merit review and t o  an 
a p p r o p r i a t e  I n s t i t u t e  o r  Divis ion f o r  f i n a l  review by t h e i r  
Na t iona l  Advisory Council/Board. 

B. Review Criteria 

App l i ca t ions  must b e  r e l e v a n t  t o  t h e  goa l s  of t h i s  announcement. 
The f a c t o r s  considered i n  eva lua t ing  a p p l i c a t i o n s  are: 

0 s c i e n t i f i c  m e r i t  of t h e  r e sea rch  des ign ,  approaches,  and 
m e  tho dology ; 

0 adequacy of e x i s t i n g  and proposed f a c i l i t i e s  and r e sources ;  

q u a l i f i c a t i o n s  and experiences of t h e  p r i n c i p a l  i n v e s t i g a t o r  
and proposed s t a f f  f o r  t h e  conduct of t h e  proposed inves t iga ­
t i o n s  ; 

0 reasonableness  of t h e  s u b j e c t  and d u r a t i o n  i n  r e l a t i o n  t o  t h e  
proposed r e sea rch ;  

0 adequacy of t i m e  t o  be devoted by proposed p r o j e c t  s t a f f .  

V. METHOD OF APPLYING 

Use t h e  s t anda rd  r e sea rch  g r a n t  a p p l i c a t i o n  form PHS 398. I f  t h e  
i n s t i t u t i o n ' s  bus iness  o f f i c e  o r  c e n t r a l  a p p l i c a t i o n  c o n t r o l  o f f i c e  
does n o t  have t h i s  form an i n d i v i d u a l  copy may be requested by 
w r i t i n g  to :  

O f f i c e  of Grants I n q u i r i e s  
Divis ion of Research Grants 
Na t iona l  I n s t i t u t e s  of Heal th  
Bethesda, Maryland 20205 

Telephone : (301) 496-7441 

Follow t h e  i n s t r u c t i o n s  wi th  t h e  a p p l i c a t i o n  form PHS 398 making s u r e  
t h a t  t h e  i t e m s  noted i n  Sec t ion  I V  of t h i s  announcement are covered 
a p p r o p r i a t e l y  . 
Type t h e  ph rase  "PREPARED I N  RESPONSE TO N I A  PROGRAM ANNOUNCEMENT 
FUNCTION OF THE AGING MUSCULOSKELETAL SYSTEM" a long  t h e  s i d e  of t h e  
f a c e  page and a t  t h e  top of t h e  a b s t r a c t .  Forward t o :  

D iv i s ion  of Research Grants 
Na t iona l  I n s t i t u t e s  of Hea l th  
Room 240,  Westwood Building 
5333 Westbard Avenue 
Bethesda, Maryland 20205 

Applicat ion r e c e i p t  d a t e s  are  November 1, March 1, and J u l y  1. 
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V I .  INQUIRIES AND CORRESPONDENCE 

I n q u i r i e s  and correspondence should be d i r e c t e d  to :  

Chief ,  Biophysiology and Pathobiology 
of Aging Program 

Biomedical Research and C l i n i c a l  Medicine 
Na t iona l  I n s t i t u t e  on Aging 
9000 Rockvi l le  P i k e  
Bethesda, Maryland 20205 

Telephone: (301) 496-1033 

-.-
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IMMUNOLOGY PROGRAM, 

MOLECULAR AND BIOCHEMICAL AGING PROGRAM, 

NATIONAL I N S T I T U T E  ON AGING 

I. BACKGROUND INFORMATION 

The Na t iona l  I n s t i t u t e  on Aging (NIA) w a s  e s t a b l i s h e d  i n  1974 t o  
conduct and suppor t  biomedical,  s o c i a l ,  and behav io ra l  r e sea rch  and 
r e s e a r c h  t r a i n i n g  r e l a t e d  t o  t h e  aging processes  and t h e  d i s e a s e s  and 
o t h e r  s p e c i a l  problems and needs of t h e  aged. The Molecular and 
Biochemical Aging Program (MBAF’), l o c a t e d  i n  t h e  Extramural and 
Co l l abora t ive  Research Program has r e s p o n s i b i l i t y  f o r  r e sea rch  and 
planning i n  t h e  immunological s c i ences  as r e l a t e d  t o  t h e  aging process  

11. GOALS AND SCOPE 

An expansion of grant-supported r e s e a r c h  and t r a i n i n g  i n  immunology 
is  c u r r e n t l y  being sought.  The o b j e c t i v e s  of t h e  Immunology Program 
are t o  understand: (1) t h e  fundamental molecular and c e l l u l a r  changes 
r e spons ib l e  f o r  t h e  d e c l i n e  i n  immune competence w i t h  age; (2) t h e  
r e l a t i o n s h i p  between immune dysfunct ion and age-related pa tho log ie s  
a t  t h e  molecular,  c e l l u l a r ,  and organismic l e v e l s  u s i n g  human and 
animal models; (3) t h e  development of replacement t h e r a p i e s  and o t h e r  
t reatment  m o d a l i t i e s  t o  augment immune func t ion ;  and (4) t h e  app l i ca ­
t i o n  of new knowledge t o  c l i n i c a l l y  r e l e v a n t  s i t u a t i o n s  invo lv ing  
e l d e r l y  s u b j e c t s .  

Grant a p p l i c a t i o n s  are encouraged f o r  i n d i v i d u a l  r e sea rch  i n i t i a t i v e s ,  
p o s t d o c t o r a l  f e l lowsh ips ,  and t r a i n i n g  programs. Areas i n  t h e  
Immunology Program f o r  which expansion of grant-supported r e sea rch  
and t r a i n i n g  i s  sought are l i s t e d  below. 

Macromolecular Syn thes i s  and Repulat ion of Lymphocyte Ac t iv i ty  
App l i ca t ions  are  encouraged on macromolecular s y n t h e t i c  a c t i v i t i e s  of 
lymphocytes and plasma c e l l s ;  i n t r a c e l l u l a r  r e g u l a t i o n  s tud ied  by
somatic c e l l  h y b r i d i z a t i o n  between young and senescen t  lymphocytes; 
and comparative s t u d i e s  of enzyme a c t i v i t y  and chromatin s t r u c t u r e  i n  
young and senescent  lymphocytes. S t u d i e s  on t h e  r e g u l a t o r y  func t ions  
of T-lymphocytes, t h e  e f f e c t  of complement components, C-reactive 
p r o t e i n s  and o t h e r  f a c t o r s  on T-lymphocytes are a l s o  emphasized. 

This-yrogram is  descr ibed i n  t h e  Catalog of Fede ra l  Domestic Ass i s t ance  

Number 13.866. Awards w i l l  be  made under t h e  a u t h o r i t y  of t h e  P u b l i c  

Health Se rv ice  A c t ,  Sec t ions  301 (Pub l i c  Law 78-410, as amended; 4 2  USC 241) 

and 4 7 2 ,  42, USC 2891-1, and adminis tered under PHS g r a n t s  p o l i c i e s  and 

Federal  Regulations 6 2  CFR P a r t s  52  and 66 and 45 CFR P a r t  74. 
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Lester Smith, Ph.D. 

Chief, Molecular and Biochemical 

Aging Program 


Biomedical Research and Clinical 

Medicine Program 


National Institute on Aging 

9000 Rockville Pike 

Bethesda, Maryland 20205 


Telephone: (301) 496-9350 
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NATIONAL RESEARCH SERVICE AWARDS FOR 

-ufl 

INDIVIDUAL POSTDOCTORAL FELLOWSHIPS, t / / / / 8 8 / / / / /  

NINCDS ' 0  0 0 0 1 8  / 0 8'ANNOUNCEMENT; 

Speech and/or Language Disorders in Children 


I. BACKGROUND INFORMATION 

The Communicative Disorders  Program (CDP) of t h e  Na t iona l  I n s t i t u t e  
of Neurological  and Communicative Disorders  and S t roke  (NINCDS) is  
i n v i t i n g  i n d i v i d u a l  p o s t d o c t o r a l  f e l lowsh ip  a p p l i c a t i o n s  f o r  
i n v e s t i g a t o r s  i n t e r e s t e d  i n  s tudy speech and language d i s o r d e r s  
i n  c h i l d r e n  inc lud ing :  impaired language development w i t h  unknown 
e t i o l o g y ,  language impairment i n  i n f a n t i l e  autism, d y s l e x i a ,  
s t u t t e r i n g ,  and impaired speech development. O f  p a r t i c u l a r  i n t e r e s t  
are a p p l i c a t i o n s  aimed a t  gaining s k i l l s  necessary f o r  t h e  s tudy  of 
b r a i n  behavior  r e l a t i o n s h i p s  i n  i n d i v i d u a l s  w i t h  t h e s e  d i s o r d e r s .  

11. GOALS AND SCOPE 

P o s t d o c t o r a l  r e s e a r c h  f e l lowsh ip  t r a i n i n g  is  be ing  encouraged by 
the  Communicative Disorders  Program t o  h e l p  meet t h e  needs of 
NINCDS supported programs i n  t h e s e  r e sea rch  areas and t o  i n c r e a s e  
t h e  p a r t i c i p a t i o n  of i n v e s t i g a t o r s  t r a i n e d  i n  f i e l d s  r e l a t i n g  t o  
t h e  s tudy of speech and language d i s o r d e r s  i n  c h i l d r e n  i n c l u d i n g  
bu t  n o t  l i m i t e d  t o :  n e u r o l i n g u i s t i c s ,  neuropsychology, c l i n i c a l  
neurophysiology, language pathology, p e d i a t r i c  neurology, speech 
sc i ence ,  speech pathology, and speech pe rcep t ion .  Applicants  may 
have n o t  p rev ious ly  been involved i n  r e sea rch  on speech and language 
d i s o r d e r s  i n  c h i l d r e n ,  b u t  may propose t o  b r i n g  t o  t h e  s tudy  of 
t h e s e  d i s o r d e r s ,  methods and knowledge they have gained i n  o t h e r  
f i e l d s  which would be a p p r o p r i a t e  f o r  determining t h e  b r a i n  organiza­
t i o n  and func t ion ing  of c h i l d r e n  wi th  speech and language impairments. 
Conversely, a p p l i c a n t s  who have a l r e a d y  begun t o  pursue a r e sea rch  
career i n  t h e  areas of speech  and language d i s o r d e r s  i n  c h i l d r e n  
may propose p o s t d o c t o r a l  r e s e a r c h  f e l lowsh ip  t r a i n i n g  aimed a t  
providing them wi th  t r a i n i n g  i n  a r e l a t e d  f i e l d  of t h e  neurosciences 
o r  behav io ra l  s c i e n c e s  which w i l l  be  r e l e v a n t  t o  t h e i r  goa l s  f o r  
r e sea rch  on speech and language d i s o r d e r s  i n  c h i l d r e n .  

Applicants  must demonstrate an active i n t e r e s t  i n  pursuing r e sea rch  
on speech and language d i s o r d e r s  i n  c h i l d r e n  w i t h  p a r t i c u l a r  emphasis 
on determining b r a i n  behavior  r e l a t i o n s h i p s  f o r  speech and language 
func t ion ing  i n  t h e  fol lowing d i s o r d e r s  : impaired speech and/or  
language development, i n f a n t i l e  aut ism,  d y s l e x i a ,  and s t u t t e r i n g .  

This program is  descr ibed i n  t h e  Catalog of Federal  Domestic 
Assistance Number 13.851. Awards w i l l  be  made under t h e  a u t h o r i t y  
of t he  P u b l i c  Heal th  Se rv ice  A c t ,  Sec t ion  4 7 2 ,  42 USC 2891-1, 
and adminis tered under PHS g r a n t s  p o l i c y  and Fede ra l  Reguzations 
42  CFR P a r t  66. 
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Applicants  should propose fe l lowship  t r a i n i n g  under t h e  l eade r sh ip  
of s c i e n t i s t s  q u a l i f i e d  and w i l l i n g  t o  o f f e r  and d i r e c t  appropr i a t e  
r e sea rch  fe l lowship  t r a i n i n g .  

111. REVIEW PROCEDURES AND CRITERIA 

A. R e v i e w  Procedures 

Appl ica t ions  w i l l  b e  reviewed f o r  s c i e n t i f i c  m e r i t  by an  N I H  
peer  review group. 

B. Review Cr i te r ia  

Fac to r s  considered i n  eva lua t ing  each a p p l i c a t i o n  w i l l  be: 

1. 	 Relevance of a p p l i c a t i o n  t o  scope and o b j e c t i v e s  provided 
i n  t h i s  announcement. 

2. Merit of  proposed approaches t o  t h e  t r a i n i n g .  

3. 	 Q u a l i f i c a t i o n s  9f t h e  app l i can t  and t h e  appropr i a t eness  
of t h e  t r a i n i n g  program proposed. 

4 .  Exper t i s e  and q u a l i f i c a t i o n s  of proposed mentors.  

5. Evaluat ion of resources  and environment. 

I V .  METHOD OF APPLYING 

A. 	 Appl ica t ion  Procedure 

Use t h e  research  fe l lowship  a p p l i c a t i o n  form PHS 416-1. I f  
the i n s t i t u t i o n ' s  bus iness  o f f i c e  o r  central  a p p l i c a t i o n  c o n t r o l  
o f f i c e  does n o t  have t h i s  form, an i n d i v i d u a l  copy may be  
reques ted  by w r i t i n g  to :  

O f f i c e  of Grants I n q u i r i e s  
Div is ion  of Research Grants 
Nat iona l  I n s t i t u t e s  of Heal th  
Bethesda, Maryland 20205 

o r  by ' c a l l i n g  (301) 496-7441. 

The a p p l i c a n t  must submit a s igned assurance  t h a t  t h e  service 
o r  payback requirements  w i l l  be complied wi th ,  i f  an  award i s  
made. 

If a nonc i t i zen ,  a no ta r i zed  s ta tement  of permanent r e s idence  
must be submit ted.  

A complete a p p l i c a t i o n  inc ludes  t h e  sponsor ' s  f a c i l i t i e s  and 
commitment s ta tement ;  t h e r e f o r e ,  a form PHS 416-2 must be  
submit ted wi th  t h e  a p p l i c a t i o n .  I n  a d d i t i o n ,  an a p p l i c a n t  
w i l l  a r range  f o r  t h e  submission o f  a r e fe rence  r e p o r t ,  
form PHS 416-3. 
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B. 	 Appl ica t ion  r e c e i p t  dead l ine  da t e s  a r e  October 1, February 1, 
and June 1. The a p p l i c a t i o n  k i t s  a r e  se l f -explana tory .  The 
words "POSTDOCTORAL FELLOW I N  SPEECH AND LANGUAGE" should be  
typed i n  block l e t t e r s  i n  t h e  upper r i g h t  hand corner  of t h e  
f i r s t  page of t h e  a p p l i c a t i o n .  A b r i e f  l e t te r  should accompany 
t h e  a p p l i c a t i o n  i n d i c a t i n g  t h a t  i t  is  i n  response t o  t h i s  
program announcement. A copy of t he  l e t t e r  should be  sent  to :  

D r .  Chr i s ty  L. Ludlow 
Communicative Disorders  Program 
Nat iona l  I n s t i t u t e  of Neurological  

and Communicative Disorders  and St roke  
Room 1 C - 1 1 ,  Federa l  Bui ld ing  
7550 Wisconsin Avenue 
Bethesda, Maryland 20205 
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NATIONAL RESEARCH SERVICE AWARDS FOR 

I N D I V I D U A L  POSTDOCTORAL FELLOWSHIPS, 

NINCDS 

Clinical Research in Otolaryngology 


I. BACKGROUND INFORMATION 

The Communicative Disorders  Program (CDP) of t h e  Nat iona l  I n s t i t u t e  
of Neurological  and Communicative Disorders  and S t roke  (NINCDS) is  
i n v i t i n g  i n d i v i d u a l  pos tdoc to ra l  fe l lowship  a p p l i c a t i o n s  i n  t h e  
area of  c l i n i c a l  r e sea rch  i n  otolaryngology.  

Awards f o r  a pe r iod  of  n o t  less than 1 2  months may be made t o  a p p l i c a n t s  
proposing r e sea rch  i n  such areas as o t o s c l e r o s i s ,  o t i t i s  media, 
s e n s o r i n e u r a l  deafness ,  d i s e a s e s  of  t h e  v e s t i b u l a r  system, d i s e a s e s  
of t h e  n a s a l  c a v i t y ,  pharynx, and larynx.  

11. GOALS AND SCOPE 

C l i n i c a l  r e sea rch  t r a i n i n g  is  being encouraged t o  he lp  m e e t  t h e  
needs of  NINCDS supported programs i n  these  r e sea rch  areas and t o  
i n c r e a s e  t h e  o p p o r t u n i t i e s  f o r  p a r t i c i p a t i o n  i n  o to l a ryngo log ica l  
c l i n i c a l  research by q u a l i f i e d  persons.  Appl icants  must have an 
a c t i v e  i n t e r e s t  i n  c l i n i c a l  r e sea rch  i n  otolaryngology and prepare  
f o r  t r a i n i n g  under t h e  l eade r sh ip  of s c i e n t i s t s  q u a l i f i e d  and 
w i l l i n g  t o  o f f e r  and d i r e c t  appropr i a t e  c l i n i c a l  r e sea rch  t r a i n i n g .  
Under t h e  a u t h o r i t y  of t h e  Nat iona l  Research A c t ,  t h e  I n s t i t u t e  
cannot suppor t  res idency  t r a i n i n g .  A r e s i d e n t  can r e c e i v e  NRSA 
t r a i n i n g  suppor t  i f  a s p e c i f i e d  per iod  of f u l l t i m e  r e sea rch  t r a i n i n g  
i s  c r e d i t a b l e  t o w a r d  s p e c i a l t y  board c e r t i f i c a t i o n  o r  i f  he /she  
drops o u t  of h i s / h e r  res idency  to  r ece ive  such t r a i n i n g .  The I n s t i t u t e  
(NINCDS) cons iders  " c l i n i c a l  i nves t iga t ion"  t o  b e  an area i n  which 
c l i n i c i a n s  may apply f o r  suppor t  f o r  t r a i n i n g  i n  r e sea rch .  

111. REVIEW PROCEDURES AND CRITERIA 

A. R e v i e w  Procedures 

Appl ica t ions  w i l l  be reviewed f o r  s c i e n t i f i c  m e r i t  by an N I H  
peer  review group. 

B.  Review Criteria 

Fac tors  considered i n  eva lua t ing  each a p p l i c a t i o n  w i l l  be:  

"cl&r 	 This  program i s  descr ibed  i n  t h e  Catalog of Federa l  Domestic Ass is tance  
Number 13.851. Awards w i l l  be made under the  a u t h o r i t y  of t he  Pub l i c  
Heal th  Se rv ice  A c t ,  Sec t ion  4 7 2 ,  42 USC 2891-1, and adminis te red  under 
PHS g r a n t s  po l i cy  and Federa l  Regulat ions 4 7  CFR P a r t  6 6 .  
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1. 	 Relevance of proposal to the scope and objectives 
provided in this announcement. 

2 .  Merit of proposed approaches to the training. 

3 .  	 Qualifications of the applicant and the appropriate­
ness of the training program proposed. 

4. Expertise and qualifications of proposed mentors. 

5. Evaluation of resources and environment. 

IV. METHOD OF APPLYING 

A. Application Procedure 

Use the research fellowship application form PHS 416-1. If 
the institution's business office or central application control 
office does not have this form, an individual copy may be 
requested by writing to: 

Office of Grants Inquiries 
Division of Research Grants 
National Institutes of Health 
Bethesda, Maryland 20205 

or by calling (301) 496-7441. 

The applicant must submit a signed assurance that the service 
or payback requirements will be complied with, if an award is 
made. 

If a noncitizen, a notarized statement of permanent residence 
must be submitted. 

A complete application includes the sponsortsfacilities and 
commitment statement; therefore, a form PHS 416-2 must be 
submitted with the application. In addition, an applicant 
will arrange for the submission of a reference report, 
form PHS 416-3, in his/her behalf. 

B. 	 Individuals are encouraged to request the above forms and the 
general announcement for National Research Service Award by 
writing to Dr. Rolf F. Ulvestad. 

Application receipt dates are October 1, February 1, and 
June 1. The application kits are self-explanatory. The words 
"POSTDOCTORAL FELLOW IN CLINICAL RESEARCH IN OTOLARYNGOLOGY" 
should be typed in block letters in the upper right hand corner 
of the first page of the application. A brief letter should 
accompany the application indicating that it is in response 
to this program announcement. A copy of the letter should 
be sent to: 
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Dr. Rolf  F. Ulvestad 

Communicative Disorders Program 

National Institute of Neurological and 


Communicative Disorders and Stroke 
Room 1C-11, Federal Building 
7550 Wisconsin Avenue 
Bethesda, Maryland 20205 
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CLINICAL RESEARCH CENTERS FOR HUMAN 

CHEMOSENSORY STUDIES, 

NINCDS 

The Communicative Disorders  Program (CDP) of t h e  Na t iona l  I n s t i t u t e  of 
Neurological and Communicative Disorders  and S t roke  (NINCDS) is  i n v i t i n g  
g ran t  a p p l i c a t i o n s  from i n t e r e s t e d  groups of i n v e s t i g a t o r s  t o  e s t a b l i s h  
c l i n i c a l  r e sea rch  c e n t e r s  f o r  t h e  study of human chemosenses ( t a s t e  and 
s m e l l ) .  

I. BACKGROUND INFORMATION 

S u i t a b l e  s t a f f e d  c l i n i c a l  r e sea rch  c e n t e r s  are needed t o  s e r v e  as 
f o c i  f o r  c l i n i c a l  s t u d i e s  of human chemosensory func t ion .  A c e n t e r  
would c o n s i s t  of p r o f e s s i o n a l  (e .g . ,  o torhinolaryngology,  neurology, 
endocrinology, p e d i a t r i c s ,  neonatology, n e u r o l o g i c a l  su rge ry ,  and 
a l l e r g y )  and t e c h n f c a l  s t a f f ,  a l l  l o c a t e d  w i t h i n  t h e  p r e s e n t  f a c i l i t i e s  
of an a p p r o p r i a t e ,  r e s e a r c h  o r i e n t e d ,  medical c e n t e r  o r  r e s e a r c h  
i n s t i t u t e  a f f i l i a t e d  wi th  a medical i n s t i t u t i o n .  

R e s p o n s i b i l i t i e s  of a c l i n i c a l  chemosensory r e s e a r c h  c e n t e r  would 
inc lude  neurophys io log ica l  i n v e s t i g a t i o n s  of human chemosensory 
responses;  r e s e a r c h  on t h e  r o l e  of t h e  chemical s e n s e s  i n  c h i l d r e n ,  
i nc lud ing  t h e  e f f e c t  of e a r l y  chemosensory experience;  s t u d i e s  of 
t h e  p r e d i c t i v e  s i g n i f i c a n c e  of neona ta l  p re fe rences ;  apnea induced 
by e p i g l o t t a l  chemoreceptors; m a l n u t r i t i o n  induced o r  maintained by 
food p re fe rences ;  and t h e  r e l a t i o n s h i p  between chemoreceptive 
func t ion  and d i s e a s e  (e .g . ,  d i a b e t e s ,  o b e s i t y ,  c e n t r a l  nervous 
system, n a s a l  and pa ranasa l  s inus , and  endoc r inopa th ie s ) .  

11. GOALS AND SCOPE 

The s t u d i e s  w i l l  b e  addressed t o  t h e  problems of human tas te  and 
human s m e l l .  Chemosensory problems produced by t h e r a p e u t i c  procedures,  
such as t h e r a p e u t i c  drugs and chemotherapy, would b e  an  area of 
immediate concern as would i n v e s t i g a t i o n s  of t h e  prevalence,  i nc idence ,  
economic and q u a l i t y  of l i f e  consequences of o l f a c t o r y  and tas te  
d e f i c i t s  i n  d i s e a s e s  (ageusia  , dysgeusia  , anosmia, and parosmia) . 
The c e n t e r  w i l l  a l s o  addres s  t h e  problem of t h e  development of animal 
models f o r  chemosensory d e f e c t s .  Other areas of i n t e r e s t  may i n c l u d e  
s t u d i e s  of t h e  consequences of a p o l l u t e d  chemosensory environment 
as w e l l  as t h e  monitor ing of c l i n i c a l  t r ia ls  o f  t h e r a p e u t i c  i n t e r v e n t i o n s .  

Seve ra l  c l i n i c a l  chemosensory r e sea rch  c e n t e r s  w i l l  probably be 
needed to  f u l l y  meet t h e  n a t i o n a l  needs. However, i n  o r d e r  t o  develop 

This  program is descr ibed i n  t h e  Catalog of Fede ra l  Domestic Ass i s t ance  

Number 13.851. Awards w i l l  be made under the  a u t h o r i t y  o f  t h e  P u b l i c  Heal th  

Serv ice  A c t ,  T i t l e  111, Sec t ion  301 (Pub l i c  Law 78-410, as amended; 42 USC 241) 

and adminis tered under PHS g ran t  p o l i c i e s  and Fede ra l  Regulat ions 42 CFR P a r t  52 

and 45 CFR P a r t  74. 
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proper procedures and because of the present shortage of suitably 
trained scientists and clinician/investigators, a gradual phase-in f 

of centers, with an ongoing review is deemed appropriate. 


111. REVIEW PROCEDURES AND CRITERIA 


A. Review Procedures 


Applications will be reviewed initially for scientific merit 
by an NIH peer review group and secondly by the National 
Advisory Neurological and Communicative Disorders and Stroke 
Council (NANCDSC) . 

B. Review Criteria 


Factors considered in evaluating each application will be: 


1. Relevance of proposal to the scope and objectives 

provided in this announcement. 


2. 	 Merit of proposed approaches to the establishment of 
a Chemosensory Clinical Research Center. 

3. Expertise and qualifications of the proposed staff. 


4. Commitment of time by proposed staff. 


5. Evaluation of resources and environment. 

IV. METHOD OF APPLYING 


A. Application Format 


Applications should be submitted on form PHS 398. The conventional 

presentation for clinical center grants should be utilized. The 

398 kit is self-explanatory: If the institution's business office 

or central application control office does not have this form, an 

individual copy may be requested by writing to: 


Office of Grants Inquiries 
Division of Research Grants 
National Institutes of Health 
Bethesda, Maryland 20205 

or by calling (301) 496-7441. 


The Clinical Research Center grant is awarded for a research 

program focused on a specific disease or group of diseases or 

disorders of the nervous system, muscular system, or in one or 

more of the special senses. The clinical research center 

provides resources for a multidisciplinary research program 

investigating a single disease or related disease entities. 

The grant provides for support of a combination of basic and 

clinical research at the center. 


Y W  
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B. App l i ca t ion  Procedure 

P rospec t ive  p r i n c i p a l  i n v e s t i g a t o r s  are urged t o  c o n t a c t  t h e  
Communicative Disorders  Program ( D r .  J. B. Ranney) p r i o r  t o  
t h e  submission of a formal a p p l i c a t i o n .  

The s t anda rd  procedures f o r  submit t ing g r a n t  a p p l i c a t i o n s
should be followed. A b r i e f  l e t te r  should accompany t h e  
a p p l i c a t i o n  i n d i c a t i n g  t h a t  i t  is  i n  response t o  t h e  program 
announcement, NINCDS-CDP, on C l i n i c a l  Centers  for Human 
Chemosensory S tud ie s .  The words "CHEMOSENSORY CLINICAL RESEARCH 
CENTERS" should b e  typed i n  block let ters i n  t h e  upper r i g h t  
hand co rne r  of t h e  f i r s t  page of t h e  a p p l i c a t i o n .  A copy of 
t h e  l e t t e r  should be s e n t  to :  

D r .  J. Buckminster Ranney 

Deputy Di rec to r  

Communicative Disorders  Program 

National  I n s t i t u t e  of Neurological  and 


Communicative Disorders  and S t r o k e  
Room 1 C - 1 1 ,  Federal  Bui lding 
7550 Wisconsin Avenue 
Bethesda, Maryland 20205 

C. App l i ca t ion  Receipt Dates 

App l i ca t ion  r e c e i p t  d a t e s  are: October 1, February 1, and 
June 1. 
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